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Listing of Claims 
Claims 1-17. (Canceled) 

1 8. (Cuntntly amended) A mefliod of making a device for txansdennaUy delivermg a 
phannacologically active agwt, the method comprising: 

pioviding a member having a plurality of stratum comeum-piercing microprotnisions; 
applying an aqueous solution of the phannacologically active agent onto the member; and 
drying said applied aqueous solution to fomi a dry agent-containing coating on said memb^^^jaid 
goftt^ng bein g less than a thickness Qf the micronrotnisions; 

wherein the agent is sufficiently potent to be therapeutically effective when administered in an 
amount of less than about 1 mg, said agent having an aqueous solubiUty at about 25^0 of greater 
than about 50 mg/ml and said aqueous solution having a viscosity at about IS^'C less than about 
500 centapoises; 

whoroin tho ooating providoo g^'gtemio dolivory of at loaat 25% of tho agent upon opplication - ^ 
the dovioo to th e sldn of a oubjoct for 5 0Qconds; -and 

wherein the method provides uniformity of coating from nucroprotmsion to micioprotmsion. 

19. (Curraitly amended) A mefliod of making a device for transdermally dehvering a 
phannacologically active agents the method comprising: 

providing a member having a plurality of stratum comeum-piercing microprotmsions; 
applying an aqueous solution of the phamiacologioally active agent onto said microprotmsions; 
and 

drying said applied aqueous solution to form a dry agmt-containing coating on said 
minTOprntmsion s- said coating being less than a thickne ss of the microprotrusiong; 
whraein the agent is sufficiently potent to be flierapeutically effective when administered in an 
amount of less than about 1 mg, said agent having an aqueous solubility at about 25*C of greater 
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than about 50 xxjg/ml and said aqueous solution having a viscosity at about 25*C less than about 
500 centlpoises; 

^^oroin tho ooQtine prOT . idog nyotomic dolivor/ of a loaat 25^ ^ of tho ggontupon applioation of tbe 
4ovioo to tho aldn of a Dubjoot for 5 oooonda; and 

wherein the m^od provides uniformity of coating from mioroprotrusion to micropiotrasion. 

20 (Currently amended) A method of making a device for transdeimally delivmng a 
phannaoologically active agOTt, the method comprising: 

providing a member having a plurality of stratum comeum-piercing microiwotrusions; said 
micioprotrusionfi adapted to pierce through the stralxim comeam to a depth of less than about 500 
micrometers; 

applying an aqueous sohition of 4e pharmacologically active agent onto the member; and 
drying said applied aqueous solution to form a dry agent-containing coating on said member^wd 
coating bein f^ less than a thickness jtie microiftotrusions; 

wherein the agent is sufficienUy potent to be ther^eutically effiective when administered in an 
amount of less flian about 1 mg, said ag«it having an aqueous solubility at about 25^C of greater 
than about 50 mg/ml and said aqueous solution having a viscosity at about 2S^C less than about 
500 centipoises; 

whOTQin tho ooatine pro^adoQ Gyotomk dolivory of at loQSt - 25S<) of tho ae«t - upon apphoation of 
A o ^ doviQ e to tho oldn of a oubjoot for 5 oooondo; a nd 

wheidn the method provides unifonnity of coating from microprotrusion to microprotrusion. 
21 (Canceled). 

22. (Curraidy amended) ' A method of making a device for transdennallyddivering a 
pharmacologically active agent, the method comprising: 

providing a member having a plurality of stratum comeum-piercing microprotrusions, said 
microprotiusions having a length of less than 500 micrometers and a thickness of less than 25 
micrometers; 

applying an aqueous solution of the phannacologically active agent onto the member; and 
diying said applied aqueous solution to form a dry agent-containing coating on said member,_said 
coating being less than a thickness of the m icroprotrusions: 
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wherein the agent is sufficiently potent to be therapeutically efifective when administered in an 
amount of less lhan about 1 mg, said agent having an aqueous solubility at about 25*C of greater 
than about 50 mg/ml and said aqueous solution having a viscosity at about 25*^0 less than about 
500 centipoises; 

whotroin tho coating provides oyotomio doUvory of u loQOt 25^0 of the agent upon application of tfao 
dcyvioQ to the sldn of - a ijubjQOt for 5 s e cen ds? and 

wherein tiie mefliod provides unifonnity of coating from microprotrusion to midOprotrusion. 

23. (Currently amended) A method of making a device for transdmnally delivering a 
pharmacologically active agent, the method comprising: 

providing a member havmg a plurality of stratum comeum-piercing microprotrusions; 
applying an aqueous solution of the pharmacologically active agent onto the member; said 
pharmacologically active agent selected from the group consisting of adrenocorticotropic 
honnone (ACIH (1-24)), calcitonin, desmopressin, leutinizing hormone releasing hormone 
(LHRH), goserelin, leupiolide, buserelin. triptorelin, parathyroid hormone (PTH), vasopressin, 
deaimno [Val4, D-Arg8] arginine vasopressin, interfwon alpha, interferon beta, interfwn 
gamma, follicle stimulating hormone (FSH), erythoropoi^ (EPO). granulocyte macrophage 
colony stimulating factor (GM-CSF), granulocyte colony stimulating factor (G-CSF), interleuldn- 
10 GL-10), glucagon, and growth regulatory factor (GRF); and 

drying said applied aqueous solution to form a dry agent-containing coating on said member^^jaid 
coating being le ss than a thickness of the microprotrusions; 

wherein the agent is sufBciently potent to be therapeutically effective when administered in an 
amount of less than about 1 mg, said agent having an aqueous solubility at about 25*C of greater 
than about 50 mg/ml and said aqueous solution having a viscosity at about 2S**C less than about 
500 centipoises; 

whomin the coating ptDVidoo gygtemiO ' dQlivory of at l e ast 2 - 5% of th e agont upon applioation of 
dio do\ioo - to th e skin of Q Qubjeot for 5 fiooonda; and 

wherem the method provides uniformity of coating &om microprotrusion to microprotrusion. 

24. (Currently amended) A method of making a device for transdermally delivering a 
pharmacologically active agent, the m^od comprising: 

providing a member having a plurality of stratum comexim-piercing microprotrusions; 
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BHjlying an aqueous sohition of the phannacologically active agent desmopressin onto the 
member, and 

diying said ^plied aqueous solution to fom a diy agent-containing coating on said member,.§aid 
coating beir o; 1^^" thaTi a thickness o f the microDrotrusigns: 

wherein the agent is sufficiently potent to be flierapeutioally effective when administered in an 
amount of less flxan about 1 mg, said agent having an aqueous solubility at about 25^ of greater 
than about 50 mg/inl and said aqueous solution having a viscosity at about IS^C less than about 
500 centipoises; 

w tor e in the ooating prQ\'idQO oyBt e mic dolivoi^y of at loaot 25Vo of the ag e nt upon applicotion -Q f 
tho dovioo to th e akin^f a gubj e ct for 5 seconds; and 

wherein the metibod provides uniformity of ooating from microprotrusion to microprotrusion. 
Claims 25-27. (Ctoceled) 

28, (Withdrawn) A method of making a device for transdennally delivering a phannacologically 
active agent, the method comprising: 

providing a member having a plurality of stratum comeum-piercing microprotmsions; 

applying an aqueous solution of the phaimacologically active agent onto the member in a pattern; 

and 

drying said applied aqueous solution to form a dry agent-containing coating on said membei; 
wherein Ihe agent is suf&cientty potent to be therapeutically effective when administered in an 
amount of less than about 1 mg, said agent having an aqueous solubility at about 25^C of greater 
than about SO mg/ml and said aqueous solution having a viscosity at about 25°C less than about 
500 centipoises; and 

wherein the method provides uniformity of coatixi^ &am microprotrusion to microprotrusion. 

29. (Coirently amended) A method of making a device for transdennally delivering a 
phannacologically active agent, the method comprising: 

providing a member having a plurality of stratus comeum-piercing microprotmsions; 
applying an aqueous solution of the phannacologically active agent onto the member; and 
drying said applied aqueous solution to fonn a dry agent-containing coating on said membera_said 
coating being less than a thickness of the microtarotmsions: 
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wh^m the agent is sufficiently poteot to be therapeuticaUy effective when administered in an 
amount of less than about 1 mg, said agent having an aqueous $olubility at about 25 ''C of greater 
than about 50 mg/ml and said aqueous sohition having a viscosity at about 25°C less than about 
500 centipoises; 

whoroin ibe ooating proTridoG Qa^otaaaic dolivor/ of a loact 25^0 of tfao agont upon opplioatiQii of the 
dovjo e to tho oldn of a cubjeot for 5 cooondg- and 

wherein the method provides tmifoimity of coating from microprotrusion to xnicroprotxusion. 

30. (Cuirently amended) A method of makiiig a device for transdermally delivering a 
pharmacologically active agent, the method comprising: 

providing a member having a plurality of stratum comeum-piercing microprotrusions; 
applying an aqueous sohition of tiie pharmacologically active agent onto the member; and 
drying said applied aqueous solution to form a dry agent-containing coating on said member,_said 
coatin g being less than a ^ckness of the microprotiusions; 

wherein said agent is suflBlcientLy potent to be therapeutically effective when administered in an 
^ount of less than about 1 mg, said agent having an aqueous solubility at about 25**C of great«: 
than about 50 mg/ml and said aqueous solution having a viscosity at about 25°C less than about 
SO centipoises; 

wh oroi n t h e oo otinj : pro^idn Tj-itnTnir dHiv^r;^ ^ ' ^'^^^ ^"^^^^ "^^^ ' ^ ^P!"^* "P™ appliQation of 
tho doviOQ to th e sldn of a ffubjoct for 5 oecondg; and 

wherein the method provides uniformity of coating from microprotrusion to microprotmsion. 

3 1 . (Currently amended) A method of making a device for transdermally delivering a 
phannacologically active agent, the method comprising: 

providing a member having a plurality of stratum coxneum-piercing microprotrosions; 
applying an aqueous solution of the pharmacologically active agent onto the member; and 
drying said applied aqueous solution to form a diy agent-containing coating on said member; said 
coating having a thickness over a surface of said member of less than 50 micrometers; 
wherein the agent is sufficiently potent to be therapeutically effective when administered in an 
amount of less than about 1 mg, said agent havrog an aqueous solubihty at about 25''C of greater 
than about 50 mg/ml and said aqueous solution having a viscosity at about 25**C less than about 
500 centipoises; 

BOS& 659693.1 



PA6E 9/34' RCVD AT 3127/20084:32:32 PM (Eastern DayOght rime]'SVR:USPT0{FXRF'«31 ' DNIS:273li300' CSID: 'DURATION (inm-$$}:0540 



MAR. 27. 2008 4:31PM 



NO. 5789 P. 10 



Application No. 10/045,842 7 Docket No.: 80929(303655) 

Reply to Office Action of November 27. 2007 

whoroin th(^6oatiiig providoD oj^t e mio doliveiy of Qt loast 259*0 of tho agont upon application of 
tho dovioQ - to tho oldn of a gubjoot for 5 socondsy and 

wherein the method provides tuiifonmty of coating from microprotmsion to microprotrosion. 

32. (Cunmtly amended) A method of making a device for transdennally delivering a 
phannacologically active agent, the method comprising: 

providing a member having a plmality of stratum comemn-pieicing microprotrosions; 
applying an aqueous solution of the phaxmacologioaUy active agent onto the member, and 
drying said applied aqueous solution to foim a dry agent-containing coating on said member; said 
coating having a thickness over a smface of said member of less than 25 micrometers; 
wherem the agent is sufficiently potent to be therapeutically effective when administered in an 
amount of less than about 1 mg, said agent having an aqueous solubihty at about 25*C of greater 
than about 50 mg/ml and said aqueous solution having a viscosity at about 25*^0 less than about 
500 cratipoises; 

whoroin tho coating piovidos syotomio d e livory of at least 25% of tho ogont upon applioation of 
tho dovioo to tho skin of a oubjoot for 5 oooondo; and 

wherein the method provides umfonnity of coating from microprotmsion to mioroprotrusion. 

33. (Currently amended) A method of making a device for transdennally delivering a 
phannacologically active agent, the method comprising: 

providing a member having a plurality of stratum comeum-piercing microprotrusions; 
providing an aqueous solution comprising said phannacologically active agent and an adjuvant; 
applying said aqueous solution onto the member; and 

drying said applied aqueous solution to form a dry agent-containing and adjuvant-containing 
coating on said membe rT said coating being less than a thickness of the microprotrusions ; 
wherein tiie agent is sufBciently potent to be therapeutically effective when administered in an * 
amoimt of less ^^^^ about 1 mg, said agent having an aqueous solubility at about 25^C of greater 
than about 50 mg/ml and said aqueous solution having a viscosity at about 25'*C less than about 
500 centipoises; 

whoroin th e coating provideo systomic dolivor>^ of a loaat 25^'0 - of tho agont upon application of th e 
dovioo to tho oldn of a subj e et for 5 oecondsy and 

wherein the method piovides uniforoaity of coating from microprotrusion to microprotrusion. 



PA6E1(»34*RCVDAT3(27/20I»4:32:32PM [Eastern Dayfightronel'SVR:^^^^ 



MAR. 27. 2008 4:31 PM 



NO. 5789 P. 11 



Application No. 10/045.842 8 Docket No.: 80929(303655) 

Reply to Office Action of November 27, 2007 

34, (CuiT^tly amended) A method of making a device for transdeimaUy deliverog a 
pharmacologically active ageot, die method comprising: 

providing a member having a plurality of stratum comeum-piercing microprotmsions; 
applying an aqueous solution of tfie pharmacologically active agent onto the member; and 
drying said aiqplied aqueous solution to form a dry agem-containing coating on said member; said 
coating coi^prising a loading of said phaimacologically active agent of less dian 1 mg/cm* of 
area of said membe r, and said coatiag being less than a thickn ess of the micioprotnisions: 
wherein the agent is sufficiently potent to be ther^utically effective when admiwstered in an 
amount of less than about 1 noig, said agent having an aqueous solubility at about 25**C of greater 
than about 50 mgAnI and said aqueous solution having a viscosity at about 25'C less than about 
500 centipoises; 

wh e r e m fho coating providoc cyot(»nio deliv e ry of at looat 25% of th e- agont upon applioation of 
tho dcftioo - tQ fli e skin of a subjoot for 5 Qocondo; and 

wherein tiie method provides uniformity of coating from microprotrusion to microprotrasion. 

35. (Currently amended) A method of making a device for transdermally delivering a 
pharmacologically active agent, the method comprising: 

providing a member having a plurality of stratum comeum-piercmg microprotrusions; 
applying an aqueous solution of the pharmacologically active agent onto the member; and 
drying said applied aqueous solution to form a dry agent-containing coating on said member, said 
coating comprising a loading of said pharmacologically active agent of less than 0.5 mg/cm^ of 
area of said membe r, and said coating being less than a thickness of the microprotrusions: 
wherein tbe agent is sufficiently pot&t to be therapeutically effective when administered in an 
amount of less than about 1 mg, said agent having an aqueous solubility at about IS^'C of greater 
than about 50 mg/ml and said agent having an aqueous solution having a viscosity at about IS^'C 
less than about 500 centipoises; 

whoroin the oooting provides - systcmio delivoiy of at loaot 25% of th e agont upon application of 
th e d o vio o to tho sldn of a cubjo o t for 5 oeoondj; and 

wherein the method provides uniformity of coating from microprotrusion to microprotrusion. 
36-46 (CanceUed). 
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47. (Currently amended) A method of making a device for transdermally deBvering a 
ptormacologically active agent, the method comprising: 

providing a member having a pliu:ality of stratum comeum-piercing microprotnisions; 
applying an aqueous solution of the phaimacologically active agent onto said member by dip 
coating said member in said sohition; and 

drying said applied aqueous solution to form a diy agoat-comaniing coating on said membeTijaid 
coatina bemp less than a thickness of the microprotnisions : 

wherein the agent is sufficiently potent to be therapeutically efiBective when administered in an 
amount of less than about 1 mg, said agent having an aqueous solubility at about 25*^0 of greater 
than about 50 mg/ml axid said aqpjeous solution having a viscosity at about 25°C of less than 
about 500 centipoises; 

whcaroin tho ooating pro' V TldQg o>^tomic dolivor)^ of a least 25% of dio ogont upon application of - flie 
dovicQ to the oldn of a subjoot for 5 gooondfi; and 

wherein the method provides imifonnity of coating firom microprotrusion to microprotrusion. 
48-50, (Canceled) 

51 . (New) The method of claim 19, wherein the coating provides systemic delivery of about 
25% to 50% of tiie agent upon application of the device to the skin of a subject for 5 seconds. 

52. (New) The method of claim 51, wh^in the agent comprises desmopressin or hGH. 

53 . (New) The method of clahn 1 9, wherein the coating provides delivery in the skin of at least 
about 80% of the agent upon application of the device to tiie skm .of a subject for 5 seconds 
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